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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20090622 



Application/Control Number: 1 0/771 ,834 Page 2 

Art Unit: 3773 

DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1. Claim 7 is rejected under 35 U.S.C. 102(e) as being anticipated by Howard 
6,129,685. 

Howard discloses a system comprising: a sheath 1 103, having a sheath body; a 
lumen extending through the sheath from the proximal to the distal end; a catheter 1 105 
having a catheter body and a distal end that terminates in a distal tip; an energy source 
1 107 coupled to the distal tip; a magnetically active element 1 104 forming a portion of 
the distal end of the sheath body sufficient to align the distal tip of the sheath generally 
with respect to the direction of an applied magnetic field (Fig. 27B); and a magnet 
outside the body that applies a magnetic field of sufficient strength to align the 
magnetically active element with respect to the direction of the applied magnetic field to 
orient the distal end of the sheath (Col. 11 II. 31-38). 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 6, 1 3 and 1 7-1 9 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Lemelson 5,845,646. 

Lemelson discloses a system comprising: a catheter having a catheter body 
having a proximal end and a distal end terminating in distal tip, wherein the catheter 
body and the is capable of being mechanically pushed to advance the distal tip; an 
energy source coupled to said distal tip (Col. 14 II. 12-25); a magnetically active element 
located proximate said distal tip of said catheter body; and a magnet outside the body 
that applies a magnetic field to orient the distal tip of the catheter such that the catheter 
advances in a direction determined by the magnetic orientation of the distal end of the 
sheath (Col. 131.60- Col. 14 1. 11). 

However, Lemelson does not disclose a sheath, having a sheath body, said 
sheath body having a proximal end and having a distal end; a lumen extending through 
said sheath body from said proximal end to said distal end. 

The Examiner takes official notice that it is notoriously old and well known in the 
art to provide a sheath having a proximal and distal ends over a catheter. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the device of Lemelson by providing a sheath over the catheter 
of Lemelson in order to facilitate easier mobility of the catheter through the vasculature. 
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Regarding claims 13 and 17-19: Lemelson further discloses utilizing ultrasonic 
imaging (Col. 1 II. 7-29), laser imaging (Col. 14 II. 18-20), and a fluid directing element 
(Col. 14 II. 20-25). 

4. Claims 8-12, 14-16, 29 and 30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lemelson in view of substitution of known equivalents. 

Lemelson discloses the invention essentially as claimed as discussed in claim 6 
above. Lemelson further discloses using eddy currents of the magnetic field to heat a 
magnetic element (Col. 14 II. 33-38). 

However, Lemelson does not disclose using radio frequency, laser energy 
applied to a thermally conductive element, or resistance heating elements for heating. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the device of Lemelson by substituting the magnetically driven 
heating for optical laser energy or resistance heating elements and electrical energy 
since it has been held that the selection of a known component is obvious when it does 
not produce a new or unexpected result; In re Leshin, 227 F.2d 197, 125 USPQ 416 
(CCPA 1960). 

Response to Arguments 

Applicant's arguments filed 10 April 2009 have been fully considered but they are 
not persuasive. Applicant argues that Lemelson reference refers only to magnetic 
gradient and not magnetic field, and that Applicant's device orients itself to the magnetic 
field while Lemelson's does not. Examiner disagrees; the Lemelson reference discloses 
that the position of the catheter can be adjusted by varying the direction and magnitude 
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of the externally-applied magnetic field (Col. 13 I. 66-Col. 14 1. 1), the magnetically 
active element will, by the nature of magnetic forces, align itself with a magnetic field 
that is stationary, to adjust the alignment, the magnetic field must be adjusted, which 
also due to the nature of magnetic fields causes a gradient. Thus, both the Lemelson 
device and Applicant's own invention will see a gradient force when reorienting the 
catheter. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GREGORY ANDERSON whose telephone number is 
(571 )270-3083. The examiner can normally be reached on Mon-Thurs 9:30AM-3PM 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on 571-272-4696. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gregory A Anderson/ 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 



